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DETAILED ACTION 

Status of Application 

1 . Claims 1-20 are included in the prosecution. 

Priority 

2. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

Information Disclosure Statement 

3. The information disclosure statements (IDS) submitted on 6/15/05 and 1/30/06 
are acknowledged. The submissions are in compliance with the provisions of 37 

CFR 1 .97 and 1 .98. Accordingly, the examiner is considering the information disclosure 
statements. 

See attached copy of PTO-1449. 

Claim Objections 

4. Claim 20 is objected to because of the following informalities: Claim 20 is missing 
a period at the end. Appropriate correction is required. 

Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1-9, 14-17 and 19-20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Kawata et al. (US 3,798,054). 



Application/Control Number: 10/539,021 Page 3 

Art Unit: 1615 

The claimed invention is a light shielding agent comprising a calcium-containing 
compound. Also claimed is a film forming composition comprising a calcium-containing 
compound and a film-forming base, where the calcium-containing compound is provided 
in a light-shielding agent. 

Kawata teaches a tablet that is coated by an aqueous sugar solution containing 
calcium lactate (Abstract). The coated tablets are "characterized by (1) an acceptable 
disintegration time, (2) freedom from cracks, and substantially stable on prolonged 
storage that is, resistant to surrounding or environment conditions such as temperature, 
moisture, and light, the aforesaid characteristics being far superior to conventional 
sugar-coated tablets" (Col. 2, lines 37-43). Examples 1-4 disclose coating compositions 
comprising sucrose and calcium lactate (Col. 5, line 55 to Col. 6, line 65). The 
calculated calcium lactate weight relative to the weight of the film-forming base agent (in 
this case sucrose) is 15.87% (Example 1), 6.45% (Example 2), 16.43% (Example 3) 
and 17.21% (Example 4). These weight percentages are within the recited range of 0.1 
to 150% by weight of instant claim 14. Kawata teaches that for "applying the coating 
solution to tablet cores, the coated solution heated ordinarily to about 60°C was sprayed 
onto the tablet cores ..." (Col. 5, lines 42-45). 

Therefore, all the limitations of claims 1-9 and 14-17 are anticipated by the 
teachings of Kawata. 

7. Claims 1-3, 5-13 and 15-20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Iwata et al. (WO 01/40182 A2). 
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Iwata teaches a solid preparation that may be "tablets, capsules, granules ..." 
(Page 22, lines 14-17). Iwata teaches polymeric film coating of the tablets where the 
polymeric ingredient may be "hydroxypropylmethylcellulose, hydroxypropylcellulose, 
hydroxyethylcellulose, methylhydroxyethyl-cellulose" (Page 24, lines 5-11). Several non 
cellulose base polymers (including carmellose sodium, polyvinylpyrrolidone, polyvinyl 
alcohol, polyethylene glycol, dimethyl-aminoethyl methacrylate-methyl acrylate 
copolymer, and ethyl acrylate-methyl methacrylate copolymer) are also disclosed as the 
film forming polymers for the solid preparation (Page 24, lines 5-14). Iwata also teaches 
that "in order to protect from light or to improve the discriminability, a suitable coloring 
agent may be added into a coating agent. The coloring agent may be ... calcium sulfate, 
calcium carbonate ..." (Page 24, lines 1 9-24). Iwata also discloses the use of pullalan 
as a further component of the coating composition (Page 25, lines 2-6). 

Therefore, all the limitations of claims 1-3, 5-13 and 15-20 are anticipated by the 
teachings of Iwata. 

Conclusion 

8. No claims are allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aradhana Sasan whose telephone number is (571) 272- 
9022. The examiner can normally be reached Monday to Thursday from 6:30 am to 
5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached at 571-272-8373. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). 

/Aradhana Sasan/ /Michael P Woodward/ 

Examiner, Art Unit 1615 Supervisory Patent Examiner, Art Unit 

1615 



